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UNCLAS PARIS 01 141 


E.O. 11652: N/A 
TAGS: BEXP FR 

SUBJECT: CHANGE IN FDA REGULATIONS AFFECTING FOREIGN 
MANUFACTURERS. 


PASS REGISTRATION AND LISTING SECTION, FOOD AND DRUG 
ADMINISTRATION, 8757 GEORGIA AVENUE SILVER SPRING, 

MD 20910. 


POST RECEIVED DISTRESS SIGNAL DEC. 23 FROM LOCAL TRADE 
ASSOCIATION FOR MANUFACTURERS OF OPTICAL DEVICES. 
PRESIDENT HAD BEEN INFORMED BY HIS US ATTORNEY THAT 
ALL MANUFACTURERS, INCLUDING FOREIGN, WERE REQUIRED 
TO FILE MEDICAL DEVICE LISTING PURSUANT TO SECTION 
510 (J) OF THE FOOD DRUG AND COSMETIC ACT BY DEC. 3 1 . 
PRINTED COPIES OF THE FORM WERE NOT YET AVAILABLE, 
AND WITH THE CHRISTMAS HOLIDAYS, EVEN IF THEY HAD HAD 
THE FORMS, IT WOULD HAVE BEEN IMPOSSIBLE TO SEND 
THEM TO THE MANUFACTURERS AND RETURN THEM TO 
WASHINGTON BEFORE THE DEADLINE. 


2. ASSOCIATION'S US ATTORNEY HAS SINCE TELEXED THAT 
FDA HAS GRANTED AN EXTENSION UNTIL MARCH 3 1 . 1977. 
WE WOULD APPRECIATE CONFIRMATION. 


3. IN ADDITION PLEASE FORWARD COPIES OF FD 2892 LISTING 
FORMS TO THE ATTENTION OF MS. CAROLEE HEILEMAN, U.S. 
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EMBASSY PARIS. 


NOTE BY OCT: PASSED ABOVE ADDRESSEE. 
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